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the marketing of our product using those poinbs in our statements.

Food aind Drug Admnistration - S

Re: Notice of anew seatemeut of nutritional support for our Opti-Packs,
a multi-vitamin/mudtt-mineral dafly supplement fn packets.

Rd'crcnoc. Public Law 108-417, Sec. 6, (A). (B} & (C). Scatcmm& of
Nutritional Support

Dear Mr. Dykstra,

I am sending this notice to you because I don't know whege else fn .
FDA to send such a notice. You may remember me; you invited me, as . -
James Coburn’s {n-absentia delegate, to meet with you, Carol Scheman,
Marmedcrgastandtbreeoﬂzcrs in November, 1992 fn the matter of
the letter that James Cobum sent to then-President Bush.

Because FDA has not yct promulgated regtﬂaﬁons re Public Le.w
103-417, specifically re Statements of Nutritional Support. and because
mycompanyhasbegunusingzncwédvaﬂstngpiemmwhichate
mentioned three points which I feel may be included as pofnts fSection
6 of the Public Jaw referenced above, I am submitting notice to FDA of

Point £1. Useofthetm.dntt«agmgvttmnﬁw

Point #2 Use of the term, Premature Aging ) .

Point £3. Use of the reference to possible impmvedh&lﬂiand
‘ .improved function resulting from use of the product,
and our acco that 1f -fmproved

hwlth doesn't follow, moncy will be reﬁmded.

Although we have been ma:kctfng our Opt-Packs since 1979, we
have only begun marketing Opti-Paclks with the new accompanying
statements since Februsry . 1995. In line with Sectfon 6 of Public Law
108-417, I am notifying you of the new statements, now accompanying
this product, as the law directs,. within 80 days of commencing.sales.
Although [ am not sure If this s called for yet (or should be delayed unfil

.. promulgation of FDA's regulations for Publi¢ Law 108-417); I want to
make the attempt to comply with the Iaw as soon as possible. And [ wish

to comment below on our use of the three points mentioned above. _

[ realize this may be premature but you miay- Khow.that- I have a
high profile in the dietary supplement industry and, in line with our,
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November, 1992 oouvecsabaﬁons about niy feelings ﬂ:atﬂzcigdustyand
FDA should work 1 closley together, Iwanteoi:alcetmsopporhmiw
tosetanacample mptoompltanoewld:ﬂ:encwlawforoﬂxecsm
thcmdusuy ‘ ,
. Youwmseeﬂ:at&etemtwoseatemmeudosodwﬂdzm
dwignedtoaccompmﬂnOpu-Padcs.meﬁrstisﬂzcaeatemcntonthe
enclosed” poster; the second is thesbatemmtinﬂxeaoeompanymg

brochure. ‘ _ . -
Youwﬂlalsoscethataﬂ:crthehwding. “Anti-Aging Vitamins®, on -

the poster, there Is an asterisk which refers to the very promfnent

statement on the left edge of the poster. You will see that at the top of
the statement, there is a “disclaimer”, explaining that ant-aging

vitamins are “to help slow or even prevent premature aging from
nutrifonal deficlencles and nutrient-depleting life-stresses™. The rest of
the statement discusses “‘premature aging®, with the fntent to deady” -

state that preventing “premature aging” is a possibility If the premature
aging is from nutdtional deficlencies or Hfe-events that deplete

) nutdents. ]
- T.bc mpanyingbrochurcdaboratesonﬂﬁsswmmtby
including life-style modifications that are knowrt to favorably.fmpact -
nutdtion (specifically at the cellular level, where a1l nutrition, ulémately
“ends up”.and lacts). My intent was.to make 1t very iclear that
supplemmtaﬂonisuota‘&nagicbuﬂet"butmth&justouc,pfthemany
possﬂ:lehfe-stylcsﬁepsonemaytalmtohdptmsmepmpaiyﬁmﬁionmg
overall metabolism, and thus overall h&alth and function. ‘ B

Asyoumaymembaﬁomoweomﬁonatmmbrovemb&.
1992, that T am & researcher whose goal it fs to fironmilgate fnformation
" that there are many ways for fndividuals to achfeve fmproved overall
well-being, didmysupplemm metdybdngonewayto help ensime
optimum nutritfon. . s' -
Awached you will find referenced a. serfes of sclentific 'arttcls vdﬂch
state that it is known that both nutritional deficlencles (frank, marginal,
hidden or overt) and life-style stresses can accelerate the “normal agfng"
process, resulting fn an “accelerated” aging (which I refer fo &
“premature aging”), You will find references which state tbatbothhwl
and overall' function have been shown to be improved by supplying
deficient nutrients. And you will see that the statements aooompanying.
- the Opti-Pack are all clearly conditional, and refer to the taking of
-~ Supplements as nutrional fmsurance sgainst the poss[bﬂity of hidden.
-overt, ﬁ‘a.nk or marginal nutritional deficlencies. 4
Finally, [ want you to kuow that, as-I Indma!:ed to- your at-our

November, 1992 meeting, thiat'I do not have a ¢onfentious bariner to
bear in any way. I do not want to change laws or circumvent FDA
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regulations. I recognize thét FDA has its.duties and whep [ bigen this
business fu 1977, commitment to’ compliance with FDA regulations was-
- Just qne detafl fn miany fn plenning a bustiess” stpplying dictary
supplements (a3 were doinmftmerits to compliance “with: Jocal
regulations). T do not want to malke claims ebout curfug, preventing,” -
- mitigating or ameclorating. any diseases. I do belfeve that stabilized or
fmproved metabalism. (thus*health) is” a highly probable. result-of life-
style modifications fn the.five arcas mentioned fn the aceompanying
.. brochute, and I merely want to present ¢o the public the altemative to .
+ - use this.balance and polency of supplements. I use this terminology to
communicate this fnformatfon, along with quite extenstve disclaimers,

50 as not to mislead the public.
f FD ds the er ve"‘t‘i s_not
ce wi : adly w )
. Over the years that I have been fn -

e S ents as

business, I have been as judiclous as posstble sbout claims. [ have no
desire to make claims or step outside the bounds (I) of the laws
governing supplement manufacture and sales, or (2) of FDA regulations
assoclated with those laws. In fact, on occasions I have presented my
dietary supplement formulas fo FDA to evaluate (in terms of FDA fssuing .
a statement of Free Sale for foreign countries). Further, I am n reguler.
contact with my Jocal FDA office fn San: Francisco, conferring with Mr.
McCormick whenever [ am fn doubt-about en FDA reguletion. In other
words, I am not looking for trouble; I fust want to~
fnformation and supplements within the regulatory framework of FDA.
And, finally, as a encouragement toward acceptability of my terminalogy,
I have noticed the frequent use of the term “anti-aging™ fn referencéto
- several face creams and treatments [ on naffonal television
(accompanted, I assume, by proper disclaimers on the labels). .
[ mention this so.that you will recognize me as non-contentious
- and willing to work within the framework that FDA detenmines for
enforcement of Public.Law 108-417, So, since regulatfons about this
matter have not yet promulgated, I am asking: Is this O.K.? Have I
referenced my statements adequately? What are your recommendations?

. I realize that y;:u. most probably will forward this to the proper
' division of FDA and [ ook forward td FDA's response.

.
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«AnﬁaAgcng :.t:a:::mns"ami1 agng"‘r 7
-“anfiaging vitamins® may help preveat some “premature & prematoxe
aging is associated with autritional deficiencies or]ifwg’le its or events tat-
deplete nutrients. - .
POSTULATE 1= musxwmxmm&«mmmmm T (
VARIAJIONS INAGING RATESINCLUDE, - :
WW"AGNG (“SLOWED* AGING) .
« “NORMALY AGING (TUSTAL* AGING)- _
¢ “UNSUCCESSFULY AGING (“PREMATURE* AGING) .

Refamcs: ammwamﬁwbyﬁe referenced article or book)

?ogﬁgw &Kahn.R.L,.kumagwg mdwmg&ldguzg-mﬂnﬁz
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i an_b_e_ggg_ﬁmedﬁ'cm temporal aging influences, in dudiﬁg educational,

putridonal, environmencal and other influences,
D., Andres. R, Tobin, J. D., Buder, M. G., & Nomis, A. H. 4

Elahi, V. K.. Elahi,
of nutritional uptake in men. Journal quemafolagy, 1983 38, 162-180.

(Ihsrg"a'am&zdzdd Pas&datleg"am) - .-
"stwe use the tem‘?remamre aging”.to denote agmgﬂ:atxsnotxdw&ml&
m.

what is commounly termed normal aging, and that “premature”
accelerated by “outside - anses;’, - su

aging
deficiendies, stressful fifestyle habits .(such. as:nat-exercising, smoking cigarettes); = -1«
an imbalanced diets (such as eating a vexy bigh-fat diet).

The £oIk isaaﬁoml usngsaenﬁﬁc references, ford:.e use of dxe ‘
.andforuseofdu-statcmcnts 3 .

asmg, 15, :
such as..disease -states, numuonal—--—*
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Frndbodk of the Biology of Aging, mdm

-on what js common!
* Lakarta, Edward G., Heatmavwlataa.

Academic Press, 1990, 181.
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#ﬁﬁf&mwmﬁ influences. .

Elahi, V. K., Elahi, D., Andra.R.,Tobin._]’D Buder, M. G., & Nonis, A. H,, 4
nutritional ufitake tn men. Journal quavntoIogy 1983, 38, 162-180.
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HauM the Biology
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ol ion d jth age dt_hsm.is»ﬂégce._ﬂm evenmual physical’

° 'V
'detedloration in some organs mavbe associated Wi e
dusman, Lynne M., & Russell, Robere M., Mutrition and Aging. Hendbook of the Blology of
Aging, Third Editiory Academic Press, 1990, 384¢. ° ¢ - )

Marizivs, T, Vakusich, D., Weis ,jn.,&w du'.E. Efect of
% 19’6151237?3%. wz

.faaetvﬁr
ich - in women ot O -dueto i d

us_the
defidency, but represents 3 gggdz on ch §s affect numemus
s disease 1
es, Plz;/malEmd:e in theEda#‘yHmd&ook q"tfu

¢ SISC35¢ PIPCEsses.
Goldberg, Andrew P. & Hagberg, Jam 5. Plyieal B

Biology of Aging, Third Edition,
“In_the clderiy, sitam ascodiated with
ced (an g Jlemhentation.”
vma#lanaman MW!#

*“Staithard. - Landmzm M.T.S.. g of
snetabolism in the elderly. British fowrnal of Pharmacology, 1978, 3, 181-185
(This rg‘awcealsomdudedm?asﬁdateirg‘m - —
- *Accelerated a¢i mav be caysed- bv—cnv:roumcn“ua.l—;nszﬂ(s such as™ ) d_l___i-,_____gx :

excess drinking, or inadequare exercise.”
Dean, Ward, M.D., Biological Agmg Measurement - Clinical Applications, The Center for Bw-

Gerontology, Los Angeles, 1968,
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Horvach, 'Ihomsz..andDavzs. Eenneth L., CeahulNaww&rtauDisoxdaxﬁz.Ag&zg;
Handbook of the Biology of Aging, Third Edition, AcademicPress, 1990, 312.

Socio-sconomic factors. ‘
Rowe, John W,, Wang, San dEIahLDannsh.Daingoudaa;mdef Human -~ .
Agm;'J Haﬁ%q’d&gtoquf% Third Edition, Academic Press, 1990#.68
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POSTULATE 8: MG DEFICIENT NUTRIENIS AND ..
smmsro:mmmm AGING
PROCESSAND/ORPROECIAGAINSTAGQEERAM) AGING. - .

. felated d 1; I.l u. ‘_;_;l__kl‘—l ar Peri : . .
Academis Press, 1990 182, . # q‘.
(This refemnoe also in dnded h?oMz{e 2 refa‘encﬁ.)

hvsical
: diminution fn eardio
I.akam,E:IwardG..HmandCiruda.uoﬁ, Haudbaa&qfdze&ologyg‘dgug MW«, P

Academic Press, 1990, 209. ) ‘
1
es and

Adding various antoxidants to the diet increases the fifespan ot‘mice, rats. fruit ﬁ___
nemarodes: inhibits che development of some forms of cancer; enhances humoral and
ediated immune and slows the develon t of autoimmune dlsofor =
~Pean, Ward, M.D., Biological Aging Measurement - atmtaldﬁp&caaom ‘The Center
Gerontology, Los Angeles, 1988, 245.
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paximal life span.
" McCarter, R, Masoro, E. J. & Yu, B. P., Doesfoodre:mmonretm-dagmg@ reducing the
metabolic rate? American Journal q/‘P/zyswlogy, 1985, 248, £488490. '
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M.&Rnseﬂ.RobcrcM., NutuaonandAgmg, Iﬂmdbookq'ﬂwalaqu"

Ansman. Lynn
Aging, Mﬁwfm Academic Press, 1990, 384.
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Health Service, nstitute of Health, 13.
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luances 19841986, U.S. of Health and Human Public
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Ansmzn.LynneM..&Ruscll.Ro bere M., Nutrition and

| d4ging, Tkird Edition, Amdmdcl’zm 1990, 393. -
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Rather, 1cs a dvpamic state that,
'-- jegiected tneir

U.S. Department of

- Blomarkers, Simon &

At the Human Nu ‘dol_.g@ Center o i .
lderly, people’s diet with Vitamin E _an andoxidant nutrient, for one mon
jrhmune | at we need now js more conclusive evidence that

& e ) nsiveness.......
{dietarv antioxidants) can count. me of the

,4:S-Department of
* Blotiarkers, Simon, &  New York, 25

m Lo th.emOf C1] D1

.'ﬂ]cv . .;u'ib' .
fvans.Wzﬂmm,Ph.D % H..M.D with aoquelinemompson.at&e
NuuinonCenterJonAgmgac Tufts University,

uu.v . Lhe “marxers" o
io <=l ctions,

‘ve sh. ementin

e-rede_.tLe_m_s

s_ﬁgem.
Evans, William, Ph.D., & , Irwin, K., M.D., with Jacqueline Thompson, a¢ the
m Nunition CencerJou Aging at Tuﬁs Uuivcxsity.
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30 cited_studies. intervendon wich ~anuo:ddanl__‘ﬂﬂ_ﬂ;_m_£_3;nd ggr_éx_c___l
s and n some™

m laboraxorv ?nxma

vlements have been shown to prolon -lifespan
-€3ses to prevent or delav c—relzéé changes. 2 :
 FincE, Caleb E. & Schasider, Favand I Hsndbook of «y’ the Biology of Aging, Second Bdition,

Van Nostrand Reinhold Company, New Yok, 1985, -68.
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Hab&aaﬁom 82-2221, k!pn? 1982, 237.

athologvse aloric rction: {9) ad : ") : 0
m_
Dilman, Viadimir, M.D., Ph.D..D.M.Sc,& Dun.Wand.M.D.. mmmnxz
.dgiagaudl)egmmbame, ﬁrBio-GamtoIagymw),Pazww&;Roada :
LY W 10 7

Thus, as 1t becomes apparent that there is good scientific badiground as
, at least In some cases, can be accelerated by poor diets,

substznuauonthatagmg

Iack of exercise aud other stressful lifestyle activities and eveants, like diseases, and

that this accelerated ( ) , at Jeast in some cases, mbeslowed
gv even reversed by improved nutrifion,

andatlastsom:doi;i e effects possib @) 5 . F
including i Improv et, aud possib 2OV emamﬁon. &peaally
the case of nutrifional deficiencies) sgeg?s, fncluding (bealthful) Efestle -
activifies and babits (suchasqtaase,mﬁafningﬁ'om caloricrestriction).

In Lght of the scienfific evidence that nutrifional deficiencies do exist fu the

% to protect the consumer against

lementxuon can be oons:.da:ed

general pooulaﬁon, fmproved diet and
. autritional Instecan, st at least some ?remamre"
ha‘busanbeeona againstatlnst

aging (as can fmproved Jifestyl
somet(ypsofaoodemtedagm;)
2

mmw:ﬁm_mmmg_
, and since ptovuﬁng

Since accelerated sging is indeed “premature,:
- fosurance against premature agmg isanam'i que, weprogoseﬁnt&e
e present zad E‘S;‘E.f"“‘g’”i
andm&e

very present and v
o s but rather, brings infonnzﬁou to tie

acconq;:nymg brochure, is ot

public in a form that allows us to present the “entire pxctme” of what thre public
can do to remove themselves from ﬂlehxghernskgrotq: which will expedience
accelerated aging from nutritopal deficiencies or stressful lifestyle actvides tat
may deplete nuttents. .

As you will note, we emphasize that trere is no sngie “magic bullet”; but rather
© €hat’ protecting agames.:l;:mzm aging is sn ongoing - swile-faceted Iifestple
Gcation, not machzevable, but defin mlvxeqmnng A commitment. -

modifi
CETO CT CONSUMERS AGAINST POSSIBLE
Although we've gone to the effort to clearly elucidate the “disclaimers®, we may
Aot-caver every passible interpretation. Therefore we emplay a strong guarantee
any misinterpretation on their part. ¢ ‘Our guarantee
(backed by our 18 years in business in San Francisco with a rofile of
integrity, customer servicé and customer support) is €0 ensure that i thé public
tries our “ant-aging vitamin® lement and subsequendy. finds that he or she .-
%Icnow they are not at finandal risk, and will be

bas no use or need forit, th,
confident they are protected by a guarantee from an 18 year old stable company

with an excellent reputation for honesty.
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